Guidelines seeking to influence and regulate clinical activity are currently gaining a new cultural ascendancy on
Introduction
Guidelines are increasingly credited with pivotal significance in highly diverse areas of human conduct, and references to all sorts Index Medicus shows that the annual rate at which the term "guideline" or "protocol" has featured in the titles or abstracts of scientific and medical articles has increased tenfold since 1974. Despite this remarkable ascendancy the development and implementation of guidelines in medicine remain controversial, and the extent to which doctors routinely use guidelines is largely unknown. Viewed by some as a threat to clinical autonomy, and a means of introducing strangers to the bedside,' guidelines and their possible legal implications continue to be a source of considerable medical anxiety.24
The Oxford English Dictionary defines "guideline" as an aid to manual activity, as in "guideline for a saw." The United States (US) Institute of Medicine captures the more metaphorical aspects of current medical usage in following the Random House Dictionary's definition of "guideline" as "a rope or cord that serves to guide one's steps . . . any guide or indication of a future course of action." In the Institute of Medicine's view, clinical guidelines are:
systematically developed statements to assist practitioner and patient decisions about appropriate health care for specific clinical circumstances. 5 Those developing, sponsoring, or disseminating guidelines are as diverse as are their motives. In the United Kingdom (UK) they include the Department of Health,6`8 the royal colleges,9-'4 specialist medical associations, '5-19 purchasing Authority of guidelines Clinical guidelines are commonly couched in language which assumes a tone of authority, displaying a gradient of exhortation from mere option to explicit moral imperative: doctors "may," "should," or "must" follow the proffered advice. 55 In practice, a mismatch often exists between the moral authority claimed by a guideline and the empirical foundation on which it is actually based. In an attempt to supply users of guidelines with an explicit appreciation of the empirical basis of its advice, the US Agency for Health Care Policy and Research (AHCPR) has adopted a system by which it grades each of its recommendations according to the strength of the evidence available to the guideline developers. 56 The provenance . .. of guidelines can appear sufficient in itself to confer authority.
The provenance or sponsorship of guidelines can appear sufficient in itself to confer authority.57 Guidance from the General Medical Council (GMC), for example, connotes more than mere advice which can be heeded or not at a doctor's discretion, since the GMC is a statutory body which wields disciplinary powers.58 Guidelines developed or adopted by prestigious medical organisations may gain wide influence by virtue of the imprimatur of approval which they carry as a result.59 Subsequent sponsorship or administrative adoption of such guidelines may appear to confer further credence. Guidelines issued by third party payers who bear no direct clinical or administrative health care responsibilities but who insist on the use of guidelines as a precondition of cost reimbursement depend on a different kind of authority, which is largely economic.
Legal authority Health care systems in the UK and US are converging in their adoption of guidelines as devices aimed at regulating medical practice. In the US, statute has played an important part in facilitating this development. Greater reliance on professional, self regulatory mechanisms in the UK means there is still a relative paucity of statute in this area, although the situation is beginning to change.
In the UK new Department of Health regulations governing payments to general practitioners spell out an "organised programme" of care for patients with asthma or diabetes.60 These requirements, which are backed by a statutory instrument,6' amount to organisational guidelines for clinical care and indicate how elements from guidelines developed elsewhere can become incorporated into the incentive structure and formal requirements of the NHS.
Another indication of the changing situation in the UK is the GMC's recent decision to apply to parliament for new powers to investigate doctors' professional performance. 62 The MP Alex Carlile QC, a member of the GMC, has observed:
The first aim of the reform should be to advise, cajole and persuade practitioners who perform badly to improve their standards, and, if necessary in the public interest, to restrict their practise. 63 It is envisaged that the new legislation will allow the GMC to discipline doctors who display clear evidence of serious shortcomings of knowledge, skill, or attitude. In the past the GMC has clearly approved of clinical guidelines64 and could, in future, turn to approved guidelines as embodying minimum standards of clinical performance; failure to comply with such guidelines might then be considered substandard care and hence subject to discipline.
In the US, legislation attempting to regulate medical practice by means Lord Goff here accepted that in the clinical circumstances of Tony Bland, the BMA guidelines pass the Bolam test because they amount to "guidance from a responsible body of professional opinion," and since this is the standard of care required by law, compliance with the guidelines is compliance with the law. It is important to notice that the judgement contains an appreciation that the guidance was "being evolved," implying that the content of the required standard of care is likely to change over time.
Courts have occasionally found professionally accepted standards of practice deficient, particularly in the matter of how much information patients need to receive before they can validly express informed consent, or dissent, to a procedure.93 In Australia this has led to the creation of guidelines on providing information to patients94 and to calls for legislation to ensure that such guidelines are admissible in court actions relating to failure to disclose adequate information.95 there is . . . an onus on doctors to be aware of guideline statements which . . . may embody the minimum standard the law may require.
There is clearly an onus on doctors to be aware of guideline statements which, in their field of practice, may embody the minimum standard the law may require. However, it is not clear how doctors are to recognise which of the many clinical guidelines in existence possess this particular status. The doctors' predicament with regard to the explosion of published materials was appreciated by Lord Denning forty years ago in the Crawford v Board of Governors of Charing Cross Hospital case:
it would I think, be putting too high a burden on a medical man to say that he has to read every article appearing in the current medical press; and it would be quite wrong to suggest that the medical man is negligent because he does not at once put into operation the suggestion that some contributor or other might make in a medical journal .... The time may come in a particular case when a new recommendation may be so well proved and so well known, and so well accepted that it should be adopted, but that was not so in this case.96
The four key elements of Denning's test are: proof, dissemination, acceptance, and adoption, each in combination with the notion of wide professional approval over time. The test developed here could be used by a UK court to decide whether a set of clinical guidelines should rightly be viewed as embodying the legally required standard of care. 
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